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Part II: Impact of EU Institutions on European Business 


INTRODUCTION 


This special issue of the Western Europe Economic Review summarizes a 
series of articles appearing in the Paris business daily LES ECHOS from 1 
January to 13 April 1994. These articles discuss four newly established EU 
institutions--the European Medicine Agency, the Domestic Market 
Coordination Office (formerly called the Patent Office), the European 
Environmental Agenc:’, and the Committee of Regions--detailing how they vill 
impact EU companies and economies. A previous issue of the Vest Europe 
Economic Reviev, entitled "Part I: Impact of EU Institutions on European 
Business" was published on 2 May and reported LES ECHOS’s assessment of the 
impact of well-established EU institutions on European business. 


According to the articles, the new institutions vill have a number of 
problems to face as they attempt to gain credibility and usefulness within 
the EU. The Environment Agency, for example, will have to contend vith 
member states’ fears that the statistics it gathers on the environment vill 
point a finger at “bad and good" member states. The Medicine Agency and 
the Domestic Market Coordination Office will work in tandem with existing 
member state organizations and procedures but will have to contend vith the 
competition engendered by this arrangement as companies learn how best to 
license their products. The Committee for Regions, on the other hand, vill 
face political jousting between cities and regions as it tries to help the 
Community decide on where best to allocate development funds. However, the 
articles have all pointed out that the new institutions are viewed by many 
as a step forvard in consolidating EU Single Market practices and as such, 
have garnered substantial support in various sectors of the Community. 
(Dian I. 733-6286) 














EUROPEAN ENVIRONMENT AGENCY 


Philippe Escande writes in the 9 March issue of LES ECHOS that the 
European Environment Agency (EEA) is modest in size but has the "extremely 
ambitious" objective of finally giving the EU an environmental policy. It 
has had a difficult time getting established, however. While the EEA vas 
officially created in 1990, France blocked a decision on its location for 
three years until the future site of the European Parliament was decided. 
When Strasbourg was chosen for the Parliament, France agreed to locate the 
EEA in Copenhagen. It does not yet have offices there. 


According to EU Environment Commissioner Ionnais Paleiokrass-s, 
establishing a Community environmental policy is crucial. The EU has not 
been able to do so because it has not had usable statistics on the 
environment and member state compliance with EU directives. He adds, for 
example, that it is impossible to compare the quantity of waste created, 
air pollution, or quality of water between two member states. 
Paleiokrassas argues that the EEA needs to be a viable tool to better 
prepare future directives on the environment and to verify their efficacy 
on the ground. 


To help the EU to grasp the environmental implications of its policies, 
the EEA’s main task will be to collect, coordinate, analyze, and publish 
all environmental data from each member state so that the EU Commission and 
the public may use it. It will also provide a venue to correct the 
ecological consequences caused by transferring pollutant activities from 
one country to another, according to Jacques Varet, director of research at 
the French Environment Ministry and the first head of the French Institute 
of the Environment (IFEN). 


EEA Incorporates Pilot Program Corine 


The EEA vill incorporate into its organization the Coordination of 
Information on the Environment (Corine) pilot program, which vas 
established in 1985 by the EU Commission to study the feasibility of an 
information system on the environment. Corine has created a geographic 
database of maps, which depict diverse environmental themes and are 
comparable from one country to another. Corine has either completed or is 
in the process of completing six databases on atmospheric emissions, vater 
quality, biotopes, coastal erosion, soil erosion, and land use. 


The database on land use, called "Corine Land Cover,” is being 
developed by IFEN. It uses photographs transmitted by U.S. Landsat and EU 
Spot satellites, as vell as other aerial photos to map out precisely the 
lands used for urban, agricultural, forested, and other purposes. Compared 
over time vith old maps, the data track the progress of such things as 
urbanization, degradation of the natural environment, and the evolution of 
pollution in 22 countries of Europe. Such information is invaluable, not 
only for regional management but for the EU Commission to determine vhere 
to allocate regional aid. 








Independence, Modest Budget 


To carry out its mission, the EEA will have some 40 employees and a 
budget of 9.5 million ECU’s (European Currency Units) this year and nearly 
13 million ECU’s when at full force. This size budget limits the EEA to 
working with a network of organizations in each member state, called "focal 
points.” France has already created an organization for this purpose, the 
IFEN. For special projects, the EEA will establish issue centers, which 
need not also be focal points, such as for research on air. water, noise, 
vaste, or land use. The main headquarters of the EEA in Copenhagen vill 
coordinate the methods of research, compile, and interpret the results of 
studies carried out by this network. 


The EEA will work independently. It will have an administrative 
council with 18 members: two will be members of the Commission, two vill be 
named by the EU Parliament, one will come from each member state, one from 
Eurostat, and one from a common research center. The EEA’s first priority 
will be the quality of air and water, natural habitats, and vaste 
pollution, according to Escande. It will publish a state of the 
environment report every three years, which will include all the data 
coordinated on an EU level. The EEA vill also conduct specific studies 
such as those on acid rain, vaste transportation, or the greenhouse effect. 


Political Role 


Escande claims that the EU Commission vould like to see the EEA play a 
more political role than just compiling data. He points out that the EU 
already has Eurostat to do such statistical tasks. However, member states 
vorry that the EEA may in the future turn into a “censor” charged vith 
pointing a finger at “good and bad" EU member states on matters of the 
environment and the application of environmental directives. The EEA 
organization of networks and issue centers, moreover, cause member states 
to fear the EEA will suffer from a “bureaucratic drift," for which EU 
organizations are often reproached. In any event, Escande contends that 
the EEA is a “late arrival” in the Brussels bureaucracy and, to have any 
influence, it must prove as soon as possible that it is an indispensable 
observation post for the environment. 


Interview Vith Philippe Bourdeau, Representative of the EU Environment 
Agency at the Commission 


The 9 March article includes an interview vith EEA representative 
Philippe Bourdeau, who defends the e«*<0i‘.shment of the EEA against its 
critics, echoing Paleiokrassas’s point that, until nov, the EU has not had 
a way to know the effect oi any of its directives on the environment. To 
correct this, Bourdeau explains that the EEA will complement Eurostat, 
which delivers economic but not environmental data, and the tvo vill vork 
together in some instances, for example when studying the influence of 
automobile traffic on air pollution or land usage, the two agencies vill 
share data on air pollution and on the number and type of automobiles 
produced. 


Bourdeau also counters those who contended that the system of national 
correspondents and “focal points” vas unmanageable, saying that the EU vas 











not creating new organizations but vas making the existing ones vork as an 
efficient network. Correspondents or focal points in each country will be 
large, as in Germany vhere the Federal Agency for the Environment will be 
the focal point, or smaller as in France with the IFEN. However, for 
special studies, the Agency wil! confer modest-sized contracts on outside 
organizations, for a limited duration, to do the research. Bourdeau cites 
as an example a study on pollution in the Mediterranean Sea where it vould 
be logical to subcontract vork to a research center specialized in that 
region. 


Additionally, Bourdeau hails the fact that everyone vill have access to 
the EAA, not only through its published three-vear reports but also through 
these special studies, such as on substances which attack the ozone layer 
or the transportation of wastes. The choice of these special issues vill 
he.p the EU prepare directives or will be initiated at the request of 
mem’ser states. Bourdeau adds that it is also probable that in the future 
companies and associations could ask the agency to address certain 
subjects. To accomplish any such expanded tasks, however, the agency vill 
have to vait to “gear up," since it will not be at full strength until the 
end of 1995. In the meantime, the EEA will be able to verify how member 
states apply EU directives on the environment and may take part in defining 
criteria of environmental impact for establishing Community standards for 
"ecolabels," which tout the environmental impact of their product. 











EUROPEAN MEDICINE AGENCY 


Denis Cosnard vrites on 1 January that the European Medicine Agency 
(EMA), whose London location and its management board vas "ferociously" 
contested by various member states, vill open on 1 January 1995 and will be 
a centralized means of approving new drugs for sale in EU markets. 
However, Cosnard points out that since the EU did not vant to create the 
same sort of “monster” the U.S. Food and Drug Administration has become, 
the EEA vill not entirely be a substitute for national drug approval 
agencies. “It will be a small organization with around 150 employees 
charged with coordinating 3,000 experts who are already working for member 
states," notes France’s Fernand Saver, director vf the EU office in charge 
of pharmaceuticals which will form the basis of the new EMA. "Its budget, 
financed in part by industry, in part by the Community budget, vill be 
limited in 1995 to 23 million ECU’s.”" 


National Agencies To Compete 


Although the EU did not create an FDA-like “monster,” it has instead 
forced national drug agencies to compete against one anwther for the right 
to launch a nev drug. Companies vill have to get approval in the future 
from the EMA to market a drug in Europe if it is derived from 
biotechnology. This will entail some 10 to 15 cases a year. Those having 
a product judged innovative can also use this centralized procedure if they 
vant immediately to receive a license valid in all member states. Around 
30 cases of this sort are expected each year. 





But for all other medicines, that is to say the overwhelming majority, 
drug manufacturers will continue to gain approval at the member state 
level. Once they obtain an Approval to Enter the Market (AMM) in the 
member state, they then may have the drug reviewed and progressively 
approved in other member states according to the principle of reciprocity. 
In case of litigation between two states as to the quality, safety, or 
effectiveness of a medicine, the EMA vill serve as arbiter. 


The manufacturer who wants to launch his product in several EU 
countries by this decentralized procedure will thus have the choice, which 
vill be a deteimining one, of the first member state to review the case and 
whose work will serve as a reference to others. "Oddly, the d fferent 
governments and national agencies will have to compete for the priviiege of 
launching a drug,” points out Didier Tabuteau, director of the new French 


Drug Agency. 


According to Cosnard, the British woul. become a leader in this "funny" 
system, for it is by and large the member state with the most requests as a 
location for an AMM. Cosnard cites one manufacturer as explaining that the 
drug industry knows that Britain’s approval system makes decisions “in the 
appropriate timeframe and that its scientific opinions are authoritative." 
Systems in Fraxce, then Denmark, Ireland, and the Netherlands follov 
Britain, in that order, in AMM requests. Germany and Italy are only after 
these countries. Cosnard cites an unnamed Yrench official who varns that 
France must find "as fast as possible” an approval system equivalent in 
quality to that of Britain’s. 








EMA To Save Time, Money 


European pharmaceutical companies want above all for the EMA to 
accelerate the introduction of new drugs into the EU market, Cosnard 
contends. The EU’s goal is to step up the process to save tvo to three 
years for the manufacturers. Sharing the work load between the EMA and the 
existing national agencies should considerably reduce the authorization 
delays--now taking several years in some countries and adding to the dozen 
of years necessary for R&D--to 300 days, Commissioner for Industrial 
Affairs Martin Bangemann stated in his report on pharmaceuticals presented 
on 2 March. In an industry as dependent on innovation as pharmaceuticals, 
the time saving is vorth enormous amounts of money. 


Cosnard claims that manufacturers are ready to accept the high cost it 
will take to move to the nev system if it will produce shorter delays in 
launching a new product. Under EMA procedures, costs could amount to some 
200,000 ECU’s per case, or 1.3 million francs (Fr). However, this vould be 
less than the 250,000 to 300,000 ECU’s it costs today for the complete 
licensing of a drug in each of the 12 member states of Europe, according to 
an unnamed EU official. Cosnard cautions that shorter delays could still 
be affected by price negotiations, sance even after EMA approval, companies 
vill still have to have member state approval for the price of a new drug. 
This approval often takes time. The British drug company Glaxo, for 
example, is still waiting--a year and a half after having received approval 
to market its new antimigraine drug in France--for the French Government to 
fix its price. 


Interview Vith Olivier Tardy, Associate Director of the Boston Consulting 
Group 


The advent of EMA procedures should lead to a decrease in drug prices 
in Europe, according to Olivier Tardy of the Boston Consulting Group, 
intervieved in the 1 January article. Tardy believes that the EMA vill 
encourage the exchange of drugs among different EU member states, providing 
more competition and decreased prices. He points out that currently fixing 
prices for drugs in different EU countries based on historically different 
procedures leads to significant price disparities. While these disparities 
should promote numerous drug imports from lower-priced countries like 
France into higher-priced countries like Germany, the details of marketing, 
the names of the products, or even the slightly different utilization of 
the drug from country to country has held down direct imports. 


The EMA will standardize licensing procedures and products and vill 
reduce administrative differences among member states, “sharply” 
encouraging direct imports of drugs among member states, encouraging 
competition, and lowering prices, Tardy claims. He adds that most 
pharmaceutical groups, to limit price disparity risks, will try to get 
prices for their new products based on a sliding scale according to 
country, so that differences betveen minimum and maximum prices are around 
15 to 25 percent. Tardy claims “numerous” specialists estimate that a 
price differential of at least 15 percent is necessary to justify importing 
competing drugs on a large scale. 








DOMESTIC MARKET COORDINATION OFFICE 


Arguably the EU’s most important nev agency, the Office of Domestic 
Market Coordination (OAMI), located in Alicante, Spain, will provide a 
centralized, one-stop procedure for registering a brand or patent vithin 
the Community--a major step in advancing consolidation of the Si cle 
Market, according to Jose Alves vriting on 6 April. It will also have 
specific authority to resolve or to inhibit conflicts over brands and 
patents and it vill have a “nearly juridical" and a technical character, 
according to Julian Alvarez, director general of the Spanish Office cf 
Patents and Brands (OEPM). Alves claims that the Community’s interest in 
OAMI comes from the importance companies attach to having a Community 
brand. A Community brand vill allow products to freely circulate in all 
the member states without having to be registered nationally in each 
country, making it easier on manufacturers and exporters. To register a 
brand at the Community level will only require one request, through une 
office, which only charges one fee. The average duration expected for a 
case “should not surpass one year but everything vill depend on opposition 
and challenges and this vill be done case by case," responds Alvarez. 


The OAMI will be headed by the Portugal’s Mota Maia, director general 
of the Portuguese office for industrial property, vhom Alvarez--happy to 
hav~ built a “Letin bloc” within the OAMI acministration vith Italy’s Renzo 
Ant .ini at the head of the Budget Committee--describes as "a great 
professional.” [ts badget vill be around 10.2 miliion ECU’s for 1995; 
after 1996 when the oftice is at full strength, the budget will be two or 
three times higher. However, it will cost the Community nothing since the 
office will e supported principally by user fe s. 


Problems Loom; Loapromises Made 


Despite the benefit of a one-stop registration process, OAMI may have 
some problems implementing its mission. Alves cites unnamed Spanish 
lavyers who contend that obtaining a Community brand may be more often a 
long and difficult obstacle course since interested companies strongly risk 
colliding vith national opposition in several EU countries giving rise to 
long, difficult to resolve conflicts. They note that multinationals which 
operate in the Community vill have more clout in obtaining the Community 
brand but the companies vhose brands are not sufficiently well known can 
expect to encounter much difficulty. 


Furthermore, Alves notes, the Community brand vill not be reserved 
uniquely for Community companies. It could be solicited by all other 
"physical or legal persons" in a state belonging ts the Convention of 
Paris, which protects industrial property in 114 countries, or by those of 
other countries under reciprocity lavs. Alvarez observes that, on the 
other hand, the OAMI will require that the Community brand be effectively 
used once it is obtained and, if not used during a period of five years, 
the OAMI would deem the brand obsolete. 


The OAMI will only have five working languages, French, English, 
Spanish, German, and Italian. It will translate requests presented in 
other EU official languages (Dutch, Danish, Greek, and Portuguese) at no 














cost. Alvarez claims that the languages used by the OAMI vere the result 
of a compromise solu:ion, or rather of pragmatisa, since using all nine 
official languages of the Community “vould have had disastrous cons. . ,ences 
on the good functioning of OAMI.” 


Competitive Rates, Heavy Vork Load 


Alvarez notes that OAMI will have to set competitive rates for 
registering patents and brands. The rates will be without doubt such 
higher than the 10,000 to 12,000 pesetas asked by the OEPM to register 
Spanish brands and patents but not as high as the 200,000 pesetas asked by 
the Yorld Organization for Industrial Property (OMPI), located in Geneva 
end charged vith registering vorldvide brands and patents under the 1891 
Madrid Treaty. “It is logical that OMPI is much more expensive than the 
GAMI because the Madrid Treaty concerning international registration of 
brands applies currently in 37 countries while the OAMI will only cover EU 
member states,” noted Alvarez. However, the cost for registering a 
Community brand will be much less than the cumulative fees of 12 member 
states and soon additional members. It will instead cost about as much as 
it does now to register a brand in three or four countries. 


OAMI has already estimated that it will have a heavy work load. It 
forecasts having to examine yearly more than 25,000 cases of brands, 
designs, and industrial models for the Community. At first, it vill 
function vith less than 100 employees but according to Alvarez, it may have 
more than 250 employees after two years in service and more than 400 vhen 
the otfice consolidates and is firmly established. Then, OAMI vill occupy 
some 10,000 square meters of space in a new building intended to become the 
“symbol of Alicante.” Building vill start the beginning of next year. 


Interview Vith Jean-Claude Combaldieu, Dicector General of INPI 


Interviewed for the 6 April article, the French candidate for president 
of the OAMI and the director general of France’s Naticnal Industrial 
Property Institute (INPI), Jean-Claude Combaldieu, claims that all 
companies vill not have an easy time going through the OAMI. Although the 
OAMI will allow manufacturers to introduce valuable brands into every EU 
menoer state at the same tiwe, it will be difficult to find available 
brands in the Community vhich have not already been registered. He also 
notes that it will be particularly difficult to identify existing brands 
throughout the Community, an important step before requesting a brand 
registration. Currently, a French manufacturer, for example, only needs to 
look at the French brand catalog. In the futuve, it will be necessary to 
have access to all member state catalogs. Alves expects that the OAMI can 
ask the national offices to research brand names for those companies vhe 
need it. Finally, Alves concludes that countries like France, vhich has 
the most registered brandnames in Europe--80,000 brands registered or 
reneved each year --vill have an incontestable size advantage iu registering 
nev brands. 








Dominique Aubin, writing on 15 April, characterizes the Committee of 
Regions (CDR) as an “unidentified political object,” indicating its status 
as a new and mostly unknown entity. Aubin noes that the CDR’s consultative 
function, its proximity to the EU’s Economic and Social Council, and its 
composition betveen representatives of different levels of local 
governments obscures its role. Nonetheless, Aubin points out that the 
Community, by means of the Maastricht Treaty, has been innovative in 
establishing this institution and has in the process "created a closer 
European union where decisions are made as close to the citizen as 
possible.” 


The Maastricht Treaty imbued the CDR vith “consultative obligations” in 
several domains: education, professional training, youth issues, public 
health, trans-European netvorks, and econctic and social cohesion. The 
latter obligation is to be carried out through the venue of sharing 
European Regiona! Development Funds. The CDR is composed of 189 members, 
of which France, Germany, Britain, and italy have 24 each. The head of the 
CDR is Jacques Blanc, president of France’s Languedoc-Rousillon region, and 
vice president is Spain’s Pasqual Maragall, mayor of Barcelona. At its 
second plenary session on 5 and 6 April, the CDR established its 
organizational structure, which will include 8 commissions and four issue- 
specific subcoumissions. 


European Punds and Infrastructures 


Blanc, in an interview with LES ECHOS on 13 April, declared that his 
top two priorities for the CDK are to review how the EU distributes it 
regional funds and to review and assess the status of 2U road, rail, and 
telecommunications networks. During its second plenary meeting, the CDR 
took action on Blanc’s first priority by unanimously approving his draft 
opinion, which calls for the participation of regional and local 
governments in the management of 15 billion ECU’s of EU cohesion funds for 
the Community’s poorest member states. A second opinion is slated to be 
drafted on developing the RNIS telecommunications netvork. 


Problems Facing CDR 


Aubin points ovt that the CDR may have to compete for influence as vell 
as for personnel ana money vith the EU’s Economic and Social Council (CES), 
which addresses issues similar to those of the CDR’s. The CDR will also 
have to work vith lccal governments which have already entranched povecf«l 
groups vithin the European Parliament and vhich are influential within ‘he 
Council of Europe. The staff of France’s Minister Delegate for Regional 
Development Daniel Hoeffel contends, however, that the CDR vill be able to 
assure its crecibility and its authority by asserting its responsibility 
over issues suited to it, such as territorial communities. They 
acknoviledge, though, that problems can "surge" in the short term because of 
the different levels of communities vhich are :epresented and the 
development of crossborder regions. 


Such problems vill develop in the struggle between city and region as 
they both vie for Community attention. Georges Freche, for exazple, 
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"rails" against the weakness in the role of the cities compared to that of 
the regions. However, academic Claude Lacour does not believe the 
competition between city and region will come to a point where cooperation 
stops. Furthermore, he points out that networks of large cities will be 
able to have a stronger lobbying force within EU institutions than before. 


Interview Vith Claude Lacour, Specialist in Regional Development 


Also interviewed for the 13 April article, regional development 
specialist Claude Lacour refutes the notion that the CDR should change the 
way the different regions of Europe lobby. He notes that while it is the 
CDR’s mission to influence regional policy, pressure groups must influence 
technical issues. The two complement and can reinforce one another. The 
CDR’s official gathering of facts on regional issues can only help the 
regions develop timely lobbying efforts to make themselves better heard on 
technical issues. 


According to Lacour, the CDR must go "well beyond" organizational 
efforts and internal EU regulations to influence policy. In his view, the 
CDR should provide a venue for discussion on crossborder issues, which is 
now often hampered by the division of the EU Commission into general 
directorates. More concretely, Lacour suggests that the CDR should first 
concern itself with large public works and secondly vith the issue of 
respecting local diversity within the Brussels’ bureaucracy and regulatory 
machine. He stresses that the CDR has a heavy responsibility to represent 
the elected officials of the regions. 


Lacour, when asked if large regions will be able to have more influence 
than will other levels of local governments, such as departments and 
cities, agreed that they probably would and that the EU seems to be heading 
in this direction. France, he notes, is trying to resist this tilt toward 
favoring development of large regions, and has, for now anyvay, a 
representation in the CDR which is a geographic, political, and 
institutional mix. Since the issue of regional development is only in it 
infancy, the French Government hzs not vanted to be caught between the 
various levels of local governments despite the fact that it is "fully 
pursuing” lobbying efforts for France’s large regional blocks, such as 
those associated with Atlantic seacoast or the Mediterranean Sea. 

Brussels, on the other hand, strongly supports the concept of large 
regions, akin to the German laender land divisions. Lacour argues, 
hovever, that a majority of CDR representatives back France’s position of 
favoring a balanced Commission, noting that they elected as president a 
Frenchman who headed a regional council but who was also the mayor of a 
small town. 


In any event, Lacour views that having a mix of representation vill for 
at least a few years guarantee the efficacy of the CDR. In the long term 
however, he advocates that the CDR more "clearly and explicitly" recognize 
the preeminent role of the most powerful and dynamic regions and that of 
the very large cities, which at the moment are underrepresented. 
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Interview vith Bernard Frau, Mayor of Grand-Couronne 


CDR member Bernard Frau--an ecologist, a mayor of a small town, and the 
head of a company--would like to see the CDR develop political groups such 
as exist in the French Senate and to concern itself with some ccacrete 
issues to gain credibility, according to an interview with him in the 13 
April article. For Frau, this mean promoting the control of EU imports, 
protecting Europe, and verifying that its social and ecological norms are 
respected. 


Within the CDR, he notes, there are Socialists and Social Democrats on 
one side and Christian Democrats and Conservatives on the other. However, 
beyond these strongly partisan cleavages, Frau sees the CDR vorking in a 
bipartisan manner. Although a Socialist, he hailed the presidency of the 
conservative Union for French Democracy (UDF) member Jacques Blanc and the 
adoption of a formula for alternating political parties to govern the CDR, 
which will allow Socialist mayor of Barcelona, Pasqual Maragall, to succeed 
Blanc. 


Frau challenges the idea that there is a schism between the large 
regional representations and the smaller communities. He states, "A mayor, 
even of a small town, has his place in this committee because he represents 
the very foundations of democracy." Thanks to the different views of the 
political groups within the CDR, it can expect, Frau believes, "to bring 
the pupulation of this large very abstract and too technocratic European 
entity closer together." 
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